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- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
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- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
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eamed patent term adjustment. See 37 CFR 1 .704(b). 
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1 )^ Responsive to communication(s) filed on 22 July 2010 . 
2a )□ This action is FINAL. 2b)|3 This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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Application Papers 
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Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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DETAILED ACTION 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the Invention was patented or described In a printed publication In this or a foreign country or in 
public use or on sale In this country, more than one year prior to the date of application for patent in 
the United States. 

Claims1-3 and 5-6 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Callaway (US Patent 5, 649, 929). 

Regarding Claim 1, Callaway discloses a method for determining a distal cut 
thickness and posterior cut thickness for a femur in a knee replacement operation, the 
method comprising: performing a tibial cut on a tibia (column 6, lines 13-15); 
performing soft tissue balancing based on a desired limb alignment (19-20); 
measuring an extension gap between the femur and the tibial cut while in extension 
(20-21); measuring a flexion gap between the femur and the tibial cut while in flexion 
(22-42); calculating a distal cut thickness and a posterior cut thickness for the femur 
using the extension gap and the flexion gap and taking into account a distal thickness 
and posterior thickness of a femoral implant (43-59); and performing a femoral cut 
according to the distal cut thickness and the posterior cut thickness (60-65). 
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Regarding Claim 2, Callaway discloses that the distal cut thickness and posterior 
cut thickness are calculated such that a post-cut gap from the tibia to the femur is 
equal in extension and in flexion (Column 7, lines 16-18). 

Regarding Claim 3, Callaway discloses performing a tibial cut comprising 
obtaining a tibial cut that is substantially perpendicular to a mechanical axis of the limb 
(Column 1, lines 32-34). 

Regarding Claim 5, Callaway discloses performing a femoral cut comprising 
obtaining a femoral cut that is substantially parallel to the tibial cut such that the 
extension gap and said flexion gap are substantially rectangular after the femoral cut 
has been done (Column 1, lines 61-64). The femoral cut is made parallel to the tibial 
cut, and if the flexion gap and extension gap are matched (Column 7, lines 16-18), then 
the arrangement will be substantially rectangular. 

Regarding Claim 6, Callaway discloses taking into account a distal thickness and 
posterior thickness by selecting a femoral implant having a distal thickness and a 
posterior thickness such that a desired distal cut thickness and posterior cut thickness 
may be obtained (Column 3, lines 18-20). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or deschbed as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 



Application/Control Number: 10/511,261 
Art Unit: 3775 



Page 4 



The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

This application currently names joint inventors. In considering patentability of 

the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 

the various claims was commonly owned at the time any inventions covered therein 

were made absent any evidence to the contrary. Applicant is advised of the obligation 

under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 

not commonly owned at the time a later invention was made in order for the examiner to 

consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 

prior art under 35 U.S.C. 103(a). 

Claim 4 is rejected under 35 U.S.C. 103(a) as being unpatentable over Callaway 

in view of Johnson (US Patent Number 4,718,413). 

Regarding Claim 4, Callaway discloses the invention substantially as claimed, 

but does not disclose that performing a tibial cut comprises using a positioning device 

to align the substantially perpendicular cut. Johnson teaches the use of a guide when 

making a cut in the tibia that is substantially perpendicular (column 4, paragraphs 2-4). 

It would have been obvious to one having ordinary skill in the art at the time the 

invention was made to use the positioning device of Johnson when making the cut as 
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disclosed in Callaway, as using a cutting guide or positioning device is old and well 
known in the art to help improve accuracy and stability during a cutting procedure. 

Claims 7-14 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Callaway in view of Carson et al. (US 2003/0069591 A1). 

Regarding Claims 7-14, Callaway discloses the invention substantially as 
claimed, but does not disclose creating a reference coordinate system in a computer 
aided surgery system for the femur and the tibia and registering the femur and the tibia 
to the reference coordinate system using tracking devices. Carson et al. discloses 
using a reference coordinate system in a computer aided surgery system for the femur 
and the tibia and registering the femur and the tibia to the reference coordinate system 
using tracking devices (page 1 , [0002]). It would have been obvious to one having 
ordinary skill in the art at the time the invention was made to apply the computer aided 
technology as derived from Carson et. al. and applied to total knee arthroplasty with 
the known procedures of Callaway, as using a computer aided tracking system for 
measuring and analyzing distances, spacing, alignment, and cutting planes would help 
with the specificity of the procedures as outlined by Callaway and would provide 
improved surgeon feedback for decision making at the time of surgery. Callaway 
discloses use of a tensor device between the femur and the tibia (Figure 1 , 1 and 2). 
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Conclusion 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. 

Pappas (US Pat Number 5,735,904), Tuke et al. (US Pat Number 5,800,438), 
and Nuelle et al. (US Pat Number 6,022,377) all relate to the spacing and evaluating of 
gap elements relative to knee prostheses. Brousseau et al. (US Pat. Number 6,450,978 
B1 ) relates to use of computer assisted tracking in surgery. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to CHRISTINE L. NELSON whose telephone number is 
(571)270-5368. The examiner can normally be reached on Monday through Friday 7:30 
to 5:00 - first Friday off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Thomas C. Barrett can be reached on (571)272-4746. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/CHRISTINE L. NELSON/ 
Examiner, Art Unit 3775 



/Thomas C. Barrett/ 
Supervisory Patent Examiner, Art 
Unit 3775 
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